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ENVIRONMENTAL PROTECTiON
AGENCY

40 CFR Parta 790 and 799

[OPTS-42052B FRL 2978-11

Procedures Governing Testing
Consent Agreements and Test Rules
Under the Toxic Substances Control
Act

AGENCY:Environmental Protection
Agency (EPA).
ACTtON Interim final rule.

SUMMARYThis interim final rule
amends EPA’s regulations for
developing and implementing testing
requirements under section 4 of the
Toxic Substances Control Act (TSCA).
These amendments: (1) Provide for the
use of enforceable consent agreements
to require testing where a consensus
exists among EPA, affected
manufacturers and/or processors, and
interested members of the publkx and
(2) explain how EPA intends to respond
to the testing recommendations of the
Interagency Testing Committee [ITC)
and the steps that the Agency plans to
take to evaluate testing candidates and
make a preliminary determination of
testing needs. The use of consent
agreements will supplement the
rulemaking process established under
TSCA and expedite the development of
the data necessary to determine whether
chemical substances and mixtures
present an unreasonable risk of injury to
health or the environment.
DATES Effective on July 30,1986. Submit
written comments on or before August
29,1986.
ADDRESS Submit written comments
identified by the document control
number (O~S42052B) in triplicate to.—-
TSCA Public Information Office (TS-
793), Office of Pesticides and Toxic
Substanc~s, Environmental Protection
Agency, Rm. E-108, 401 M. St., SW.,
Washington, DC 20480.
FORFURTHERINFORMATIONCONTAC~
Edward A, Klein, Director, TSCA
Assistance Office (TS-i’99), Office of
Toxic Substances, Environmental
Protection Agency, Rm. E-543, 401 M St.,
SW., Washington, DC 20480.
Toll Free: (800-4249085),
In Washington, D.C.: (554-1404),
Outside the United States: (Operator—

202-554-1404).
SUPPLEMENTARYINFORMATION:This
document annou~ces arcenchxe~ts to the
procedural regulations in 40 CFR Part
79o. which govern the development and
implementation of testing requirements
under section 4 of the Toxic Substances
Control Act (TSCA). The requirements

.
included in these amendments are the
outgrowth of a series of meetings
between the EPA staff and
representatives of the Natural Resources
Defense Council (NRDC) and the
Chemical Manufacturers Association
(CMA) during the spring and summer of
1985. NRDC and CMA assisted EPA in
drafting the amendments and endorse
their provisions.

The amendments establish procedures
for using enforceable consent
agreements to require testing under
section 4 of the Act. EPA intends to use
such consent agreements where a
consensus exists among the Agency.
affected firms, and interested members
of the public about the need for and
scope of testing requirements. The
Agency believes that, in such
circumstance, consent agreements can
expedite the initiation of testing and
provide safeguards equivahsmt to those
that would apply in the event testing
were being conducted pursuant to rule.
EPA will continue to invoke the
rulemaking procedures specified in the
Aci in all cases where a consensus does
not exist concerning the scope of testing
requirements and the Agency believes
testing should be required under section
4(a) of the Act.

The amendments also establish
procedures for evaluating chemicals
under consideration for testing,
conducting negotiations and proposing
and promulgating test rules. These
requirements will help ensure that
industry and other interested parties are
informed of the steps that EPA will take
in the course of reviewing testing
candidates and developing testing
requirements. The Agency is committed
to resolving testing issues expeditiously
so that needed testing can begin as soon
as possible. These amendments also
include the schedule that EPA intends to
follow in making testing decisions under
TSCA section 4. EPA will list the
substances covered by consent
agreements in 40 CFR Part 799.

The Interagency Testing Committee
(ITC) has independently announced
changes in its procedures for making
testing recommendations to EPA, which
should aid EPA in implementing these
amendments. Under section 4(e)(l)(B) of
the Act, when the ITC has designated a
chemical for action by EPA, the Agency
has twelve months either to initiate
rulemaking proceedings under section
4(a) or to publish a Federal Register
notice explaining its reasons t’ol not
]nitiating wlemaking. As explained in its
17th report to the Administrator,
published in the Federal Register of
November 19,1985 (50 FR 47803), the
ITC has created a “recommended with
intent-to-designate” category. Under this

,-
category, the ITC intends to recommend ~.
but not designate, chemicals that it :+.

believes should receive expedited j,
consideration for testing, with an intent;t
to designate the substance or mixture ‘..
for action at a later time, if deemed :.,,
necessary by the ITC after a review of .:j,
additional information. A

...

I. Statutory Background
.<

-<;.
.,

A major goal of TSCA is to develop
test data to determine the effects of .,.!
chemical substances and mixtures on ...
health and the environment. (TSCA sec.”;
2(b)(l), 15 U.S.C. 2801(b)(l)). TSCA ;
assigns responsibility for conducting } L
s~ch testing to the manufacturers

,.,:

[inc!uding importers] and/or processor
of the chemicals involved.

.,,

Section 4(a) of the Act, 15 U.S.C. .
2603(a), authorizes the Administrator to.
promulgate rules requiring affected firms
to conduct specified tests on chemical
substances and mixtures. Before such
rules may be promulgated, EPA must t
make a series of findings identified in
section 4[a)(l)(A) and/or (B). ‘.,;

Section 4[b) of the Act requires that -+
each test rule identify the substance or “J
mixture to be tested, specify the studies’
to be performed, provide standards for
the development of test data, and
establish deadlines for the submission
of test results. Linkages exist between
TSCAS testing provisions and other
statutory requirements, and thus
promulgation of a test rule will trigger ‘
certain other provisions of the Act.

Violations of test rules are considered
“prohibited acts” under section 15(1)of.,-
TSCA. Accordingly, noncompliance ~‘
with a rule’s requirements may give rise
to civil and/or criminal penalties under
section 16. It may also result in an
action to compel adherence to the rule
under section 17 or a citizen’s
enforcement suit under section 20.

Section 4(e) of the Act establishes an ~
Interagency Testing Committee (ITC),
composed of representatives from
several federal agencies, to assist EPA
in identifying chemicals that should
receive priority consideration for testing’
The statute authorizes the ITC to
maintain a list of chemicals that it ~‘
recommends for testing. The ITC maY
designate up tow of these chemicals at
any one time for evaluation by EpA
within 12 months of their designation.
During the 12-month period followin8
receipt of an ITC designation, EPA must
either “initiate a ruiemaking
proceeding” to require testing or Pubh~$

4

a Federal Register notice explaining.i,?’
“reason for not initiating such a !)
proceeding.” 15 U.S.C. 2803(e) (l)[B);j ,

..;
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IL Development of This Procedural Rule

A. EPA b Use of Ne@iated Testing
Agreements

During the early years of TSCA;S
implem~n~at:onti EPP. experienced
difficu~tYm responding to !’FCreports in
a timely manner. EPA’s actions under
section 4(e) of the Act were challenged
in a suit filed by NRDC, and the court
ruled that EPA had failed to discharge
its statutory obligation to act on ITC-
designated chemicals within 12 months.
NRDCV.cost~e, 10 Envtl. L Rep. (Envtl.
L.Inst.) 20274 (S.D.N.Y. Feb. 4, 1980). AS
a result of tbe court’s ruling, the Agency
exp!ored mechanisms for addressing
testing issues and initiating needed
testing as expeditiously as possible.

Starting in 1979, EPA instituted a
procedure of negotiating testing
agreements on selected ITC-designated
chemicals. On December 6, 1983, NRDC
and the AFLC1O filed suit in the United
Slates District Court for the Southern
District of New York to challenge EPA’s
implementation of TSCAS testing
provisions. The plaintiff’s claims
included an allegation that EPA’s use of
negotiated testing agreements on ITC-
designated chemicals was unlawful
because the agreements were voluntary
md failed to trigger key statutory
provisions applicable to test rules. On
August23,1964, the District Court held
hat EPA had failed to discharge its
obligations under TSCA by negotiating
roluntary testing agreements in lieu of
uritiatingrulemaking on certain
*emicals designated by the ITC for
nlority testing-consideration, NRDC
mdAF’CIO v. EPA, 595 F. Supp. 1255
S.D.N.Y.1964).

J.Objectives of the EPA-ATRDC-CMA
Discussions

InMarch 1965, NRDC and CMA
ointlyrequested an opportunity to meet
h’ithEPA representati~~es to discuss
PAs procedures for developing test
fata under secticn 4 of TSCA. An initial
Meting of the parties was held on
~mh 26. Thereafter, public meetings
Wereheld on April 17, May 13, May 20,
@July 19. EPA announced these
@stings in the Federal Register and
$tablished public docket number
‘~2069] to contain relevant
‘Ckground materials,
During the meetings, the parties

%dored the availability of conserrsual
9Pmaches under section 4 that would
~d the development of needed data
~lle affording procedural safeguards
~ protections equivalent to those
~~cable in the case of test rules. The
~es recognized thatnegotiations
~d play an important role in resolving
@ng issues but that significant

changes in EPA’s procedures for
negotiating te8ting a cements were

rneeded aa a resu)t o the District Coufi
decision in NRDC v. EPA, supm. The
parties also recognized the importance
of expediting finai decisions on testing
issues, particularly during rulemaking,
so that any needed testing could begin
promptly.

As discussions progressed, EPA
identified certain basic objectives that it
believes the section 4 process should
seek to achieve. Among them are: (1) To
expeditiously initiate necessary testing;
(z) to allow for the use of negotiation
and consensus-buildiW where they can
accelerate the testi~ process; (3) to
permit adequate public participation in
the development of testing program% (4)
to assure that testing is performed using
scientifically sound protocols and
acceptable laboratory practice~ (5) to
assure that aanctiona can be imposed
under TSCA’a penalty provisions if the
agreed-upon testing ia not performed, ia
unjustifiably delayed, or lapses in
testing procedure occurI (6] to permit
scientific judgment in implementing
required testing program% and (7) to
assure, to the maximum extent feasible,
that the procedural safeguards
embodied in any conaensual mechanism
for accomplishing testing are equivalent
to the protections included in TSCAS
rulemaking provisions.

After discussions with CMA and
NRDC, EPA has concluded that
enforceable consent agreements can
achieve the above objectives where a
consensus exists among the interested
parties concerning the need for and
scope of testing. At the same time, EPA
recognizes that the development of test
data by rule will remain an important
element of its section 4 testing program.
Such rules, the Agency has determined,
will be used to accomplish necessary
testing where the parties, for whatever
reason, are unable to reach a timely
consensus on how an individual testing
program should proceed.

111.Rationale for the Major Efements of
EPA’s Procedural Rule

In accordance with the above
objectives, EPA is promulgating
procedures for evaluating testing
candidates and conducting negotiationa
to develop consent agreements where
appropriate. EPA is also making
necessary conforming changea in its
procedures for proposing and
promulgating test rules in alI other caaea
where testing is necessary. The schedule
that EPA intends to follow ‘in making
testing decisions is presented in
Appendix A to this rule. The
establishment of a recommended with
intent-to-designate category by the [TC

amendments. - ‘ - “ - ,,,
The Agency iS issuing these

procedures as an interim find rJh?. The
Agency believes t!!at it i: uanecewary
to issue ibis rule as a proposal because
it is procedural in nature. In addition, it
is the result of a negotiated agreement
with CNA, NRDC, and EPA and
extensive public comment has been
received in the development of their rule
(see Unit 11).The Agency is,
nevertheless,’ providing an opportunity
for public comment on this rule in the
event persons wish to provide comments
on these specific procedures. If these
comments result in a need for changes
to the qde, EPA will modify the rule as
appropriate when it issues a final rule.

A. Recommendations With Intent To
Designate

Section 4(e) of TSCA requires the ITC
to provide EPA with a list of chemicals
which the ITC believes should be
considered for testing under section 4(a)
of the Act, The ITC ia empowered to
designate qhemicala (not to exceed fio at
any one time] for which EPA must,
within 12 months, either initiate
rulemaking under section 4(a) or publish
its reasons for not doing so. In addition,
the statute allows the ITC to recommend
an unlimited number of chemicals for
testing without designating them for
EPA action by the 12-month deadline.

Up to now, when the ITC has
identified a chemical substance or
mixture that it believes should receive
expedited consideration for testing, the
fTC generally has designated fie
substance or mixture for action by EPA
within 12 months. Because of the 12-
month deadline, EPA must set in motion
the preparation of a rulemaking
proposal soon after receiving an fTC
designation. As a result, insuftlcient
time exists for meaningful negotiation
and, even where agreement can be
reached, the Agency may be forced to
initiate rule development activities in
the event that negotiation will be
unsuccessful. Furthermore, while section
8[a) and 8(d) reports often help to focus /

and sometimes satisfy the Agency’s ,.

information needs, they are not received ,,
and compiled until 4 months after (

receipt of the ITCS report. These
submissions are therefore frequently
unavailable in time to be fully . .

considered in EPAs preliminary
judgments about the need for and scope
of testing.

The ITC decided to introduce a new
procedure, which is announced in its
17th Report, published in the Federal
Register of November 19.1985 (50 FR
47003). Under the new procedure,
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chemicals that the ITC believes should
receive expedited testing consideration
may initially be recommended, but not
designated, for action by EPA. The ITC
report containing these
recommendations would include a
statement that the fTC intends to
designate the substance or mixture for
action by EPA at a later date. The ITC’S
subsequent decision to either designate
or not designate the substance would be
based on the ITC’S review of 8(a] and
8[d] data and other relevant information.
After a substance or mixture has been
designated, section 4(e](l)(B) of TSCA
would require EPA, within 12 months,
either to initiate rrdemaking proceedings
or publish a statement of its reasons for
not initiating such proceedings.

The intent-to-designate procedure will
have several advantages. FirsL EPA will
no longer need to negotiate and prepare
for rulemaking simultaneously, but can
initially focus on negotiation and turn its
attention to ruIemaking should
negotiation prove unproductive. Second,
ITC will have access to section 8(a] and
8(d) information to factor into its
decision whether to designate a
substance or mixture. Third, industry
will have incentives to negotiate
constructively early in the section 4
process since, in the absence of
agreement, negotiations will be
terminated and EPA will proceed with
rulema~g.

Although the intent-to-designate
procedure gives EPA additional time to
take action on ITC-designated
chemicals, the procedure will ultimately
expedite testing decisions znd the
development of data. As described
below, the Agency intends to finalize
consent agreements by week 50
following an ITC recommendation if
consensus can be achieved. If
negotiations fail to produce consensus
and rdemaking is required, EPA intends
to propose test rules by week 62, and to
finalize such rules by week 108. Thus,
!he net effect of the intent-to-designate
procedure should be to accelerate
testing decisions and thereby expedite
the initiation of testing.

B. Use of Consent Agreements

I. Value of non-rulemaking
approaches. During its discussions with
NRDC and CMA, the Agency was
initially uncertain about the best
procedural mechanism for implementing
agreed-upon testing programs. One
possibility that received careful
consideration was incorporating
negotiation into the rulemaking process
with the aim of promulgating an agreed-
upon test rule. Upon close study,
however, this approach presented a
number of problems and ultimately was

judged to’be less effective than the use
of enforceable consent agreements.

First, the statute provides the section
4(a) rules must be supported by a
number of findings. There maybe
instances where the basis for these
findings is in dispute even though
manufacturers or processors are
prepared to conduct testing. Resolution
of such disputed issues during the
rulemaking process might require
considerable effort and could delay
testing even though there is underlying
agreement on the studies to be
conducted.

Second, experience has shown that
considerable time may be needed to
prepare a rulemaking proposal and
support documents, solicit comment%
respond to the issues raised by
comments, and publish a final rule.
Where the parties have agreed on an
acceptable testing program. notice-and-
comment procedures and extended
Agency review may unnecessarily delay
the start of testing.

Third, under section 4 of TSCA, test
rules will be applicable to all of the
manufacturers and/or processors of the
test chemical. However, where a
consortium of firms is prepared to
conduct and finance testing, consent
agreements would not have to be signed
by all other manufacturers or processors
of the test chemical. Thus, it would be
possible to proceed with testing on a
consensual basis even though one or
more firms are unwilling to participate
in testing or reimbursement.

Because consent agreements can be
finalized mare promptly than rules. WA
believes that they represent a more
expeditious mechanism for initiating
testing while affording equivalent
procedural safeguards. EPA will,
however, proceed with rulemaking
whenever it believes that testing would
be required under section 4(a) and
negotiations do not achieve a consensus.
To assure that the Agency has adequate
time to prepare a rulemaking proposal, it
will terminate negotiations after 19
weeks unless continued negotiation is
likely to result in a draft agreement
within an additional 4 weeks. During
this additional 4 weeks, EPA must
prepare a draft consent agreement that
reflects an apparent consensus among
the parties. If EPA has not prepared a
draft consent agreement embodying an
apparent consensus by the end of this 4-
v~eek period, F.P.4 will end tfie
negotiations arid proceed with
rulemaking.

In the event that EPA proceeds with
rulemaking, the Agency intends to
complete the rulemaking process as
expeditiously as possible. As indicated

in Appendix A to the procedural rule, ~
EPA intends to publish a rulemaking ~
proposal by week 62 following receipt of
an ITC recommendation, and to publish :i
a final rule or a notice terminating the
rulemaking proceeding by week 108. “:

2. Enforceability of consent ,.,
agreements. To serve as a viable ,,
alternative to rulemaking, consent
agreements must be enforceable on the
same basis as test rules. h this reason,
$780,65 of this rule provides that
consent agreements requiring testing
will be treated as “orders issued under
section 4“ for purposes of section 15(1) J
of TSCA, which defines conduct that J
will be considered a “prohibited act.” ~
Under this approach, manufacturers ‘
and/or processors who violate consent
agreements will be subject to criminal
and/or civil liability under section 16 of
TSCA. In addition, EPA can invoke the
remedies available under section 17 of
TSCA, including seeking an injunction
to compel adherence to the requirements
of the consent agreement. Citizens can
also file civil actions to enforce consent
agreements as prescribed in section 20
of the Act.

The Act does not specifically address ~
the use of consent agreements to
implement consensual testing programs.
EPA believes, however, that a sound .
legal basis exists for invoking TSCAS
enforcement provisions against firms ,’:~.
that violate consent agreements.

The rulemaking record for this rule 1~.
contains an analysis of the legal ,,
authority for enforcing consent
agreements issued under section 4 ofa’,
TSCA. As this analysis concludes, them.
is a well-recognized policy in favor of .1,
consent orders since they minimize the
need for adversary proceedings and
conserve the resources of the parties. A
consent agreement will normally be ,
upheld in court if it is in the pubiic f
interest and will further the basic ,‘
purposes of the relevant statute. In the
event one or more provisions of a
consent agreement issued under section
4 are determi,~ed to be unenforceable by
a court, EPA will then either initiate a‘ ~
rulemaking proceeding or publish ti the
Federal Register the Agency’s reason f@
not initiating such a proceeding.

In this instance, EPA believes that “
consent agreements requiring testing .@’
under section 4 will further one of .‘!
TSCAS basic policies that “adequate ‘~:
data should be developed with resPect*?
to the effects of chemical substances q
and m.ixtilres on health and the
envmorlmcn~.‘ “’SectioIl 2(b)(l) OfTSCA
15 U.S.C. 2601(b)(l). EPA also believe$~$,

1

that the safeguards and procedures ,
established by this rule will assure t
the development of consent ordem i$

.,
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compatible with the specific objectives
of section 4.

One of the fundamental principles
governirw consent agreements is that
parties who voluntarily accept their
requirerr.ents wai’:e their [ig!!i to
challenge the legal justification for these
requirements. In accordance with this
principle, $ 7W.w(a)(3) of the rule
provides that each consent agreement
requiring testing will contain a provision
stating that the signatories to the
agreement acknowledge that violations
of its requirements will constitute a
“prohibited act” under section 15(I) of
the Act. In view of this provision, EPA
believes that a firm that violates a
consent agreement wili be held to have
waived its right to challenge the
Agency’s authority to assess penalties.

Because violations of consent
agreements will be deemed “prohibited
acts” under section 15(1), they will also
constitute conduct “in violation of this
Act” under section 20(a)(l) of TSCA.
Thus, failure to comply with the
requirements of a consent agreement
could result in a citizens’ civil action
under section 20(a)(l). Before a court
can entertain such an action, however,
the other statutory prerequisites for a
citizens’ suit will have to be satisfied.
For example, in accordance with section
26(b](l), the prospective plaintiff will
have to give EPA notice of its intent to
sue at least 60 days before filing a
complaint, and no suit can be
maintained if EPA has commenced and
is diligently prosecuting a proceeding to
require compliance with the consent
agreement under section 16(a)(2].

3. Public participation in negotiations.
EPA recognizes the importance of
adequate public participation in framing
a consent ‘agreement’s provision.
Accordingly, the procedural rule
contains provisions to assure that the
views of interested parties are taken
fnto account during the negotiation
process.

Under $790.22, EPA will initiate
negotiations by publishing a Federal
aster notice which invites persons
interested in participating in or
monitoring negotiations to contact the
Agency in writing. The deadline for
mak~ such requesk will be EPAs
%xrrse settipg” meeting, which is
expected to occur during week 22
followiW receipt of an ITC report.
hlividuals and groups who respond to
@A’s notice by the date of this meeting
W have the status of “interested
Parties” and will be afforded
opportwities to participate in the
~otiation process. The rule provides
fhat all negotiating meetings will be

“ open to members of the public, and
~inutes of each meeting will be

prepared by EPA and placed in the
public docket. In addition, the Agency
will advise interested parties of meeting
dates and circulate meeting minutes,
testing proposals, background
daculfients md ut!wr rehwalli materiais,
Finaiiy, where tentative agreement is

,reached on an acceptable testing
program, a draft consent agreement will
be made available for comment by
interested parties and, if necessary, EPA
will hold a public meeting to discuss any
comments that have been received.
(Please note: EPA will not reimburse
costs incurred by nonEPA participants
in the consent agreement negotiation
process.)

Consent agreements will only be used
where a consensus exists concerning the
need for and scope of testing. In t!!e
absence of consensus, EPA will proceed
with rulemaking. The notice-and-
comment procedures associated with
rulemaking-and the accompanying
availability of judicial review under
section 19 of TSCA—will provide a
suitable vehicle for resolving differences
of opinion.

EPA does not intend, however, to give
interested parties an open-ended “veto”
over draft consent agreements. Such a
veto would allow generalized criticisms
of a testing program (for example, that
the program is “inadequate to evaluate
the chemical’s health effects”) to nullify
the results of negotiations and force
EPA to initiate rulemaking. To avoid this
problem, S 790.24(a)(2) provides that a
draft consent agreement negotiated by
EPA and affected firms will be rejected
only where interested persons
participating in the negotiations have
submitted timely written objections. In
addition, $ 7W.24(b) of the rule states
that EPA may override objections that
the Agency concludes [a) are not made
in good faith, (b) do not involve the
adequacy of the proposed testing
program or other features of the
agreement that may affect EPAs ability
to fulfill the goals and purposes of the
Act, or (c) are not accompanied by a
specific explanation of the grounds on
which the draft agreement is considered
objectionable. The Agency’s review of
objections, should they be submitted, is
intended solely to determine whether
they meet these criteria. Once
objections meet the threshold
requirements of this rule, EPA will
conclude that no consensus exists and
will proceed with rulemaking under
section 4(a) of the Act to require such
testing as the Agency finds necessary
and consistent with the provisions of
TSCA.

To facilitate public oversight of EPAs
activities under TSCA, each consent
agreement will be accompanied by a

written explanation of its basis. Under
~ 790.80(c) of the interim rule, this
document will summarize any ITC
testing recommendations for the
chemical involved, describe the
objectives cf the testing to be conducted
and the rationale for th-e selection of
tests, and briefly outline the use and
exposure characteristics of the test
chemical. This document, along with
notice of the availability of the consent
agreement, will be published in the
Federal Register and, for ITC-designated
chemicals, will constitute the statement
of EPAs “reason” for not initiating
rulemaking required by section 4(e)(l)(B)
of the Act.

4. Other aspects of equivalence
between consent agreements and rules.
In addition to providing for
enforceability and public participation
in the negotiation process, EPA believes
that consent agreements must be
equivalent to test rules in other respects
in order to satisfy the requirements of
TSCA. Section 790.60 of the amended
procedural rule will accomplish this
goal. Among other things, this provision
assures that consent agreements contain
the following requirements:

a. Data quaIity. Consent agreements
will contain (I) A specification of the
technical or commercial grade of the test
substance or mixture, (2] standards for
the development of test data, (3) a
requirement to conduct testing in
accordance with EPAs Good
Laboratory Practice [GLP) regulations,
(4) a requirement to submit a study plan
to EPA prior to the initiation of testing,
and (5) a provision recognizing EPA’s
authority to inspect laboratories and
audit studies in accordance with the
requirements of section 11 of the Act.
These provisions will assure that testing
conducted under consent agreements is
performed using scientifically sound
protocols and acceptable laboratory
practices.

Section 7W.60(b) of the rule provides
that the “test standards” included in
consent agreements must be modeled on
certain well-recognized methodologies
for health and environmental effects
testing, including the test guidelines
developed by EPA under TSCA and the
Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA) and the test
guidelines published by the
Organization for Economic Cooperation
and Development (OECD). It provides
further that during the negotiation of
consent agreements, EPA will initially
propose suitable guidelines as required
testing standards; affected firms or other
interested parties may then propose
alternative methodologies or
modifications to these guidelines where

,
;,,-~:

,.
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they believe such alternatives would.
develop more reliable and adequate
data. on the specific test chemical. This
is the same procedure that EPA now
uses to establish “standards for the
development of data” on substances and
mixtures that will be tested by rule. [See
Subpart C of 40 CFR Part 790.] Thus,
EPA is confident that the methodologies
used for testing conducted under
consent agreements will be equivalent
to those included in test rules
promulgated under section 4(a).

b. Schedules. Each consent agreement
will contain enforceable schedules for
initiating testing and submitting interim
progress and/or final reports to EPA.
Thus, effective mechanisms will exist to
assure that test data are. developed and
reported in a timely manner.

c. Export notification. Section 12(b) of
TSCA requires persons who export or
intend to export certain chemical
substances or mixtures to notify the
Agency of such export. EPA
promulgated regulations interpreting
these export notification requirements in
40 CFR Part 707. The export notification
requirements are triggered whenever
EPA takes certain actions on a
substance or mixture. One of these
triggering actions is a requirement for
the submission of data under section 4
of TSCA. The Agency has recently
interpreted the section 12[b)
requirements to apply to substances
subject to fhaI Phase 1test rules, as
opposed to proposed section 4 rules.
(See Statement of clarification, 49 FR
45581, November 19, 1964.)

For the purposes of TSCA export
notification requirements, the Agency
considers a final testing consent
agreement to be the equivalent of a final
section 4 test rule. It is an equivalent
data gathering requirement under
section 4 of TSCA because it represents
the Agency’s commitment to proceed
with data collection with respect to
specific substances. Therefore, the
Agency hos determined that consent
agreements will trigger TSCA section
12(b) export notification requirements.
Persons who export or intend to export
a substance which is the subject of a
final consent agreement will be subject
to section 12(b). As with similar actions
that trigger section 12(b) (for example” a
consent order under section 5), export
notification requirements apply to
persons who sign a consent agreement
as well as to any other persons who
cxpor[s O*ifitmcls to export any
substance covered by an agreement.

Each consent agreement will state
that the manufacturers and/or
processors signing the agreement will
comply with the notification
requirements of section 12(b) if they

export or intend to export a subject
substance or mixture. The agreement
will cite the regulations codified at 40
CFR Part 707 and will further state that -
any other person who exports or intends
to export a subject substance or mixture
is also subject to these export
notification requirements.

in the Federal Register notice
amounting a final consent agreement,
the Agency will state that any person
who expor@ or intends to export a
substance or mixture covered by the
consent agreement is subject to section
12(b) expo~ notification provisions. The
notice will specifically refer the reader
to regulations codified at 40 CFR Part
707. It will also automatically add the
substance(s) to 40 CFR Part 799, Subpart
C. See Unit VI. Modifications to 40 CFR
Part 7!KIof this notice.

These actions will insure proper
public notification of this generally
applicable export notification
requirement. In addition, the Office of
Toxic Substances will add the subject
chemicals to the list of substances
covered by section 12(b). This list is
published as part of “A Guide for
Chemical Importers/Exporters”,
available from the OTS TSCA
Assistance Office.

d. Data disclosunz Each consent
agreement will provide that the results
of testing will be announced to the
public in accordance with the
procedures specified in section 4(d) of
the Act and that the disclosure of data
will be governed by section 14[b) of the
Act. Thus, EPA will promptly publish in
the Federal Register a summary of test
data and notice of the availability of
such data for public review, as required
by section 4(d). In addition, the results
of testing will be considered “health and
safety studies” under section 14(b), and
thus the assertion of confidentiality
claims will be limiter! in accordance
with this provision’s requirements.

e. Application of testing requirements
to significant new use rides. Each
consent agreement will contain a
requirement that, in the event EPA
promulgates a significant new use rule
(SNUR) applicable to the test chemical
under section 5[a)(2), the agreement will
have the status of a test rule for
purposes of section 5(b)(l)(A). Under
section 5(b)(l)(A), if EPA promulgates a
SNUR for a chemical under section
~[a)(2) and that chemical is subject to a
section 4 test ride, ~.anu%cturms amiI’o:
processors must submit the test data
required by the section 4 test rule at the
time they file a SNUR notice under
section 5(a)(2). Thus, manufacturers
and/or processors subject to a cons”ent
agreement will be required to submit the

results of testing to EPA at the time they:.
file a SNUR notice under section 5(a)[2). ~

Manufacturers and/or processors of
the test chemical who do not sign the ~
consent agreement will be subject to
EPAS SNUR and, accordingly, would be ‘
required to s,ubmit a SNUR notice before-
manufacturing or processing the
chemical for a significant new use.
These notices would not, however,
expressly be required to include the
data that must be developed under the
consent agreement. Nevertheless, k
such cases, EPA will issue, when
appropriate, others under section 5(e) of ~
the Act to prohibit or restrict the
activities described in the SNUR notice
pending the development and
submission of the test data required
under the consent agreement.

f. Modification of consent agreements..
As in the case of test rules, consent
agreements may need to be modified as .
a result of unforeseen developments
which OCCUFwhile testing is underway.
Section 790.88 establishes procedures
for making such modifications. Changes
in test standards or schedules will be
handled in the same manner under both ,
consent agreements and test rules.
Except as described here, EPA will seek
public comment on all substantive
changes in test standards or schedules.
Requests for modification of standards -
or schedules will be acted on without an
opportunity for public comment only if
(1) EPA believes that immediate action :
is necessary to preserve the accuracy or
validity of an ongoing study, or (2) EPA .
determines that the proposed .’

modification clearly does not raise any
substantive issues.

A different approach will be followed ~
where the proposed modification
involves the scope of the testing
program required under a consent ‘
agreement, Since this modification will <
readt in ihe addition or elimination Of
particular studies, the procedures for its
adopticn should parallel those used to
develop the original consent agreement.
Accordingly, EPA will publish a Federal
Register notice describing the proposed
modification and soliciting public
comment where, on its own initiative or
based upon requests from members of -
the public, it determines that new issues
have been raised that warrant
reconsideration of the scope of testing. ~-
EPA will thereafter reopen negotiations
where, based on tkc written comments
cubmitted to the Agency, it conclude~
that there are differences of opinion ~.!
concerning the proposed changes in tie ‘A

4
testing program. If a consensus in :~,
support of the proposed modification ~,
does not exist at the conclusion of ‘l!
negotiations, EPA will initiate
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rulemaking where it concludes that more’”’ imirernenting any dmnge5~n-&e ‘“ “, “ -”-
testing than the consent agreement
~quires is necessary. Normally, the”
consent agreement will remain in effect
while ndemaking proceedings are
cjjdeiway. Where EPA tietermines that
particular tests required by the
agreement are or maybe unnecessary in
view of the requirements of the
proposed rule, however, these tests
would not have to be performed pending
the completion of the rulemaking
process.

5. Compatibility with the district
court’s decision in NRDC v. EPA. In the
discussions preceding development of
this procedural rule, EPA, NRDC, and
CMA concluded that the court’s decision
in NRDC v. EPA, 595 F. &lpp, 1255
(S.D.N.Y. 1904) did not preclude the use
of non-rulemaking mechanisms for
requiring testing where they provide
aafeg-aards equivalent to those provided
by the rulemaking process established
by TSCA. The negotiated testing
agreements invalidated by the court in
that case were not enforceable and
failed to trigger certain other TSCA
provisions that would take effect upon
the issuance of a test rule. In addition,
interested parties had !ess opportunity
to participate in the negotiations process
than EPA now plans to afford. EPA
therefore believes, and NRDC and CMA
have agreed, that the use of consent
agreements in accordance with this
procedural de is an acceptable method
of discharging EPA’s obligations under
8eCtion4 of TSCA.

C.Schedules for Developing Consent
A#wements and Test Rules

One of EPA’s main objectives in
haplementiW section 4 of TSCA is the
speedy development of data where
testing is necessa~. To accomplish this
objective, it is important to establish an
expeditious timetable for the various
steps in evaluating testing candidates,
begiming and completiW negotiations
to develop consent agreements where
appropriate, and proposing and
Promulgating test rules in the remaining
htances where testing can be required
~der section 4(a). Such a timetable is
~erefore included in Appendix A to the
Procedural rule. Where the deadlines in
tie schedule are imposed by the statute,
~eY are binding on EPA and will be
~erved by the Agency. The remaining
~tes represent targets that EPA intends
~ meet. This schedule is based on what
~A currently beleives are reasonable
~%et dates. As EPA gains experience
~th the process and determines the

~sibility of these schedules, it may
‘.tijust the schedules accordingly. EPA
Ml! solicit public comment before
“$*k., .
::.
.,

schedule.

IV. EPA’s Use of the Negotiated Consent
Agreement Process

When negotiation can Vromptly lead
to a consensus on testing to be
performed on a chemical, the initiation
of testing and the ultimate availability of
test data will be accomplished
substantially sooner than if a test rule
were developed and promulgated.
Therfore, EPA considers the negotiated
consent agreement process described in
this procedural rule to be appropriate in
all cases where the Agency believes that
negotiation can be conducted in a timely
and efficient manner and has a
reasonable likelihood of reaching
consensus within the schedule
presented in Appendix A to the rule.
EPA also must be able to comply with
any statutory or court-ordered deadlines
for initiating a test rule proceeding
should the Agency conclude that testing
should be required but negotiations fail
to reach a consensus. EPA believes that
the above criteria generally will be met
for chemical substances and mixtures
recommended for testing consideration
by the ITC (but without immediate
designation for EPA action within 1
year) and for other substances and
mixtures that EPA may identify as
testing candidates separate from the ITC
process. EPA intends to use the
negotiation process described in
S 7W.22(b) of this rule in such cases.

However, EPA reserves the right to
proceed directly with a rulemaking
proceeding in cases where the Agency
believes the above criteria are not met.
Such instances may include chemicals
designated by the ITC for l-year
response at the time of their initial
recommendation, individual substance
or mixture testing requirements which
EPA believes unlikely to be successfully
negotiated based on preliminary
discussions with manufacturers and/or
processors, and certain types of
category or generic test rules for which
the number of interested parties and/or
their inability to be identified on a
chemical-specific basis may make the
negotiation procedures described in this
rule infeasible or unlikely to yield
consensus in a timely manner.

V. Other Modifications to 40 CFR Part
790

In addition to the amendments
providing for the use of consent
agreements, EPA is making the
following modifications to existing
provisions of 40 CFR Part 790,

“A.“Submission of Information

Under submission of information
requirements [~ 790.5), EPA is requiring
tb2! six capies be prcvicied 10 EPA for
all submissions required under consent
agreements or test rules. All
submissions should be addressed
“Attention. TSCA section 4.”

B. Submission of Study Plans

1. Under submission of study plans
($ 790.40), EPA is requiring that study
plans be submitted to EPA no later than
45 days before the initiation of each test.
This additional time is necessary to
allow the Agency sufficient time to
arrange for laboratory inspections and
data audits.

2. Under submission of study plans
($ 790.40), EPA ia requiring the
submission of final study plans for tests
required under two-phase rules. This
requirement allows EPA to obtain
revised study plans incorporating the
proposed study plans and any
modifications adopted in the phase II
final rule. The final study plans must be
submitted no later than 45 days before
the initiation of each test.

VI. Modifications to 40 CFR Part 799

Part 799 of 40 CFR identifies those
substances and mixtures that are the
subject of TSCA section 4 testing
requirements. In this document the
Agency is adding two technical,
clarifying amendments to Part 799. The
first provision is a new $799.19
Chemical Imports and Exports being
added to Subpart A. The purpose of this
new section is to notify the reader of the
CFR that substances listed in Part 799
are covered by the TSCA section 12(b)
regulations regarding export
notification. It provides the reader of the
CFR with a specific cross reference to
Part 707.

The second provision adds a new
Subpart C. This new subpart will
contain a comprehensive listing by
Chemical Abstracts Service (CAS)
Registry Number of substances covered
by consent testing agreements. The
listing will also provide a reference to
the Federal Register notice regarding
such consent agreements. The purpose
of this amendment is to aid exporters of
chemical substances in identifying those
substances for which they have
notification obligations. Notices of
consent testing agreements will appear
in the Federal Register. However, there
is no mechanism for creating a
permanent, comprehensive record of the
substances covered by these agreements
without the existence of this new
subpart.
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VII. Rulemaking Record

EPA has established a public record
for this rulemaking, docket number
[OPTS-42052B], which contains the
following information:

[1) Federal Register notices pertaining
to this rule consisting OE

(a) Rule concerning single-phase test
rule development and exemption
procedures.

(b] Rule concerning two-phase test
rule development and exemption
procedures.

(2) Communications including:
(a) Written public comments and

letters.
(b] Contact reports of telephone

conversations.
(c] Meeting summaries.
This record, which includes basic

information considered by the Agency in
developing this rule and appropriate
Federal Register notices, is available for
inspection in the OPTS Reading Room,
Rm. E-lo7, 401 M St., SW., Washington,
DC from 8 a.m. to 4 p.m., Monday
through Friday, except legal holidays.

VIII. Other Regulatory Requirements

A. Executive Order 12291

Under Executive Order 122w, EPA
must judge whether a regulation is
“Major” and, therefore, subject to the
requirement of a Regulatory Impact
Analysis. This rule on procedures
governing consent agreements and test
rules under section 4 of TSCA is not
major because it does not meet any of
the criteria set forth in section l(b) of
the Order. The regulation is a procedural
rule.

This rule was submitted to the Office
of Management and Budget [OMB] for
review as required by Executive Order
12291. Any written comments from OMB
to EPA, and any EPA response to those
comments, will be included in the
rulemaking record.

B. Regulatory Flexibility Act

Under the Regulatory Flexibility Act
(15 U.S.C. 601 et seq., Pub. L. 96-3s4,
Sept. 19, 1980), EPA is certifying that this
rule will not have a significant impact
on a substantial number of small
entities.

The procedural amendments
described in this rule provide an
alternative to rulemaking and are
expected to reduce the administrative
and financial burden which testing rules
might oiherwise impose on regulated
industries.

C. Paperwork Reduction Act

The information collection
requirements contained in this rule have
been approved by the Office of

Management and Budget (OMB) under
the provisions of the Paperwork
Reduction Act of 1980,44 US.C. 35o1 et
seq., and have been assigned OMB
control number 2070-0033.

List of Subjects in 40 CFR Parts 79o and
799

Test procedures, Exemptions,
Environmental protection, Hazardous
substances, Chemicals, Chemical export.

Dated: June 23,’19S6.
Lee M. Thomas,
Administmtor.

Therefore, 40 CFR Parts 796 and 799
are amended as follows:

1. Part 79o is amended as follows:
a. The authority citation for Part 79o

continues to read as follows:

Authority 15 U.S.C.2003.

b. By revising the heading for Part ?90
to read as follows:

PART 790—PROCEDURES
GOVERNING TESTING CONSENT
AGREEMENTS AND TEST RULES

c. In Subpart A
i, Section 796.1 is revised to read as

follows:

$790.1 Scope, purpose, and euthority.

(a) This part establishes procedures
for gathering information, conducting
negotiations, and developing and
implementing test rules or consent
agreements on chemical substances and
mixtures under section 4 of TSCA.

(b) Section 4 of the Act authorizes
EPA to require manufacturers and
processors of chemical substances and
mixtures to test these chemicals to
determine whether they have adverse
health or environmental effects. Section
4 (a) empowers the Agency to
promulgate rules which require such
testing. In addition, EPA has implied
authority to enter into enforceable
consent agreements requiring testing
where they provide procedural
safeguards equivalent to those that
apply where testing is conducted by
rule.

(c) EPA intends to use enforceable
consent agreements to accomplish
testing where a consensus exists among
EPA, affected manufacturers and/or
processors, and interested members of
the public concerning the need for and
scope of testing. If such a consensus
does not exist and the Agency be!ieves
that it CFIUmake the Endings specifiwf in
section 4(a), EPA will imtiate
proceedings to promulgate test rules
which will be codified in Part 796 of this
chapter.

(d) Appendix A “to this part presents
timetables for various steps in the

evaluation of chemicals under $
consideration for testing, the initiation $%
and completion of negotiations to ,.
develop consent agreements, and the ?
proposal and promulgation of test rules.’
All deadiines which are imposed by the,
Act Sre binding on EPA and will be *
observed by the Agency. The remaining”
deadlines represent target dates that
EPA intends to meet.

ii. Section 790.2 is revised to read as ,
follows:

~ 790.2 APPiitXbfi~. ,,
This part is applicable to

manufacturers and processors of ‘
chemical substances or mixtures who
are subject to the testing requirements “
of a consent agreement or a rule under ,
section 4(a] of the Act. The procedures
for test rules are applicable to each test ~.
rule in Part 799 or this Chapter unless
otherwise stated in specific test rules in ~
Part 799 of this Chapter.

iii. Section 79ct.3is amended by
revising the definition for “sponsor” to ‘~
read as follows:

~790.3 Definitions. .
● ****

“Sponsor” means the person or
persons who design, direct and finance ‘
the testing of a substance or mixture. ‘
● **** ,,r

iv. Section 79o.5 is amended by ..
revising paragraphs (a), (b), and (c) to ~:
read as followw ,....,-+.

.<:
$790.5 Submlsslon of Information. ‘

(a] AN submissions to EPA Mder tbis~
part must bear the Code of Federal ‘
Regulations (CFR) section number of the
subject chemical test rule, e.g.,
$ 7W.MOO1,1,1-Trichloroethane, or ,,;
indicate the identity of the consent
agreement. For all submissions under ““
this part, six copies must be provided to ,
EPA.

,.,%
,j

(b) Submissions containing ~~
confidential business information most “
be addressed to: :,+
Attention: TSCA Section 4, ----
Document Control Office (TS-793), J?
Office of Pesticides and Toxic substance% ‘;,;

Environmental Protection Agency, ; ;;q
Rm.E-201, “‘1.
401M St., SW.,

... .

Washington, DC 20460. <:$’
,f~}

[c] Submissions not containing “1
confidential business infCJrmat)on must b
he ccldressccl to: .,..,
Attention: TSCA Section 4,

I

.,,

TSCA Public Information Office (TS-7~)..~
Office of Pesticides and Toxic Substance~.*
Environmental Protection Agency,l ,, ,*
Rm.E-108, ,,:?,
401M. St., SW.,

k

.,

1
t
[

t

[

I

I
I
II
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Washington, DC 20460.
.* ***

‘;Approvedby the Office of Management and
Budgetunder control No. 2070-0033)

V.%ctkll 790.7 k amended by
rew-isingparagraph (a] and the
introductory text of paragraph (c) to
read as follows:

$790.7 Confidentiality.
(a] Any person subject to the

requirements of a consent agreement or
a test rule under section 4 of the Act
may assert a claim of confidentiality for
certain information submitted to EPA in
response to the consent agreement or
the test rule. Any information claimed
as confidential will be treated in
accordance with the procedures in part
z of this title and section 14 of the Act.
Failure to assert a claim of
confidentiality at the time the
information is submitted will result in
the information being made available to
the public without further notice to the
submitter.
● ****

(c) If a person asserts a claim of
confidentiality for study plan
information described in
~%790.50(c)[l)(iii)(D), (iv), (v), and (vi)
and 790.62(b)[6), (7), (8), (9), and (10], the
person must provide a detailed written
substantiation of the claim by answering
the questions in this paragraph. Failure
to provide written substantiation at the
time the study plan information is
submitted will be considered a waiver
of the claim of confidentiality, and the
study plan information will be disclosed
to the public without further notice.
● *,**

d. In Subpart B:
i. By redesignating existing Subpart B

as Subpart C and revising the heading to
read as follows:

Subpart C—implementation,
Enforcement, and Modification of Test
Rules

ii. By redesignating $$790.20, 790.22,
~.25, 790.28,790.30,790.32, 790.35, and
780.39as f $790.40,790.42,790.45, 790.48,
798.5t),790.52,790.55, and 79tl.59,
$@spectively,and changing all references
houghout the part accordingly.

iii. Sectjon XKI.40 is amended by
*vising paragraph (a) to read as

‘ follows:

t~.40 Promulgation of test rules.

[a] If EPA determines that it is
mcessary to test a chemical substance
@mixture by rule under section 4 of the

‘Act,it will promulgate a test rule in part
.3 of this chapter,
,:,’~/,,ti:. ● ● * ‘
?-

,:4

iv. Section 790.50 is amended by
revising paragraph’ (a) (1) and [z) to read
as follows:

~ 790.50 Subntissirw of stuti~ plans.
[a) Who must submit study plans. (I)

Persona who notify EPA of their intent
to conduct tests in compliance with the
requirements of a single-phase rule as
described in $ 79i).40[b](l] must submit
study plans for those tests no later than
45 days before the initiation of each of
these tests.

(2] Persons who notify EPA of their
intent to conduct tests in compliance
with the requirements of a Phase I test
rule as described in $ 790.40(b][2] must
submit the following:

(i) Proposed study plans for those
tests must be submitted on or before 90
days after the effective date of the Phase
1rule: or, for processors complying with
the notice described in $ 7W.40(b)(2]. 90
days after the publication date of that
notice; or 80 days after the date
manufacture or processing begina as
described in ~ 7W.45(d), as appropria t~
and

(ii) Final study plans for those tests
must be submitted no later than 45 days
before the initiation of each of those
tests.
● **.

(Approved by the Office ‘of Management and
Budget under control no. 2070+033]

v. By adding a new Subpart B, to read
as followw

Subpart B-Procedures for Developing
Consent Agreements and Test Rules

sec.
780.20 Recommendation and designation of

testing candidates by the ITC.
790.22 Procedures for gathering information

and negotiating consent agreements on
chemicals which the ITC has
recommended for testing with an intent
to designate.

790.24 Criteria for determining whether a
consensus exists concerning the
provisions of a draft consent agreement,

790.26 Initiation and completion of
rulemaking proceedings on ITC-
designated chemicals.

780,28 Procedures for developing consent
agreements and/or test rules for
chemicals that have not been designated
or recommended with intent to designate
by the ITC.

Subpart B-Procedures for Developing
Consent Agreements and Test Rules

$790.20 Recommendation and
designation of testing candidates by the
lTC.

(a) Recommendations with intent to
designate. The ITC has advised EPA
that it will discharge its responsibilities
under section 4(e) of the Act in the
following manner:

(1] When the [TC identifies a chemical
substance or mixture that it believes
should receive expedited consideration
by EPA for testing, the ITC may add [be
substance or mixture to its [ist of
chemicals recommended for testing and
include a statement that the fTC intends
to designate the substance or mixture
for action by EPA in accordance with
section 4[e)(l](B) of the Act.

[2) Chemical substances or mixtures
selected for expedited review dnder
paragraph (a](l) of this section may. al &
later time, be designated for EPA action
within 12 months of such designation.
‘rhe ITC’S subsequent decision would be
based on the ITCS review of TSCA
sections 8(a) and 8(d) data and other
relevant information.

(3) Where the ITC concludes that a
substance or mixture warrants testing
consideration but that expedited EPA
review of testing needs is not justified.
the FTC will add the substance or
mixture to its list of k-sting
recommendations without expressing an
intent to designate the substance or
mixture for EPA action in accordance
with section 4(e](l)(B) of the Act.

(4) The FTC reserves its right to
designate any chemical that it
determines the Agency should, within 12
months of the data first designated,
initiate a proceeding under section 4(a)
of the Act.

(b) EPA considemtion of ~C
recommendations. (I] Where a
substance or mixture is designated for
EPA action under section 4(e)(l)(B) of
the Act, the Agency will take either one
of the following actions within 12
months after receiving the ITC,
designation:

(i] Initiate rulemaking proceedings
under section 4[a) of the Act.

(ii) Publish a Federal Register notice
explaining the Agency’s reasons for not
iriitiating such rulemaking proceedings.
EPA may conclude that rulemaking
proceedings under section 4(a] of the
Act are umecessary if it determines that
the findings specified in section Q(a) of
the Act cannot be made or if the Agency
has entered into a consent agreement
requiring testing in accordance with the
provisions of this Subpart.

[2) Where a substance or mixture has
been recommended for testing by the
lTC without an intent to designate, EPA
will use its best efforts to act on the
ITC’S recommendations as rapidly as
possible consistent with its other
priorities and responsibilities. EPA may
respond to the ITC’S recommendations
either by:

(i) Initiating rulemaking proceedings
under section 4(a] of the Act.
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(ii) Publishing a Federal Register
“notice explaining the Agency’s reasons
for-concluding that testing is
unnecessary.

(iii) Entering into a consent, agreement
in accordance with this Subpart.

$790.22 procedures for gathering
information and negotiating consent
agreements on chernkata whkh the fTC
haa recommended for testing with an intent
to designate.

(a) preliminary EPA evaluation.
Following receipt of an ITC report
containing a recommendation with an
intent to designate, EPA will use the
following procedure for completing a
preliminary evaluation of testing needs.

Appendix A to this Part presents the
schedule that EPA intends to follow for
this purpose.

(1) EPA will publish the fTC report in
the Federal Register and announce that
interested persons have 30 days to
submit comments on the ITCs testing
recommendations.

(z) EPA will publish a Federal Register
notice adding all fTC-recommended
chemicals to the automatic reporting
provisions of its rules under sections
8(a) and 8(d) of the Act (4o CFR Parts
712 and 716).

(3) WA will hold a public “focus
meeting” to discuss the ITC’S testing
recommendations and obtain comments
and information from interested parties.

(4) EPA will evaluate submissions
received under the sections 8(a) and 8(d)
reporting requirements, comments filed
on the ITC’S recommendations, and
other information and data compiled by
the Agency.

(5) EPA will make a preliminary staff
determination of the need for testing
and, where testing appears warranted,
will tentatively select the studies to be
performed.

(6] EPA will hold a public meeting to
announce its preliminary testing

.determhmtions.
(b) Negotiation procedures for

consent agreements. Where EPA
believ,es that ~+ting is necessary, the
Agency will explore whether a consent
agreement can be negotiated that
satisfies the testing needs identified by
the Agency. EPA will use the following
procedures for negotiating, formulating
and accepting consent agreements.
Appendix A to this Par! presents the
scfiedule that EPA intends to follaw for
this purpose.

[1) In the Federal Register notice
described in paragraph (a)(l) of this
section, EPA will explain its procedures
and timetable for negotiating consent
agreements and invite persons
interested in participating in or

monitoring negotiations to contact the
Agency in writing.

(z) Persons who respond to EPA’s
notice by the announced date of the
Agency’s course-setting meeting will be
deemed “interested parties” for
purposes of any negotiations that EPA
conducts.

(9) Following the course-setting
meeting announcing EPA’s preliminary
testing determinations, the Agency will
meet with manufacturers, processors
and other interested parties for the
purpose of attempting to negotiate a
consent agreement. To facilitate
attendance at these meetings, EPA wili
contact all interested parties who have
expressed a desire to participate in or
monitor negotiations under paragraph
[b)(2) of this section and advise them of
meeting dates.

(4) All negotiating meetings will be
open to members of the public. The
minutes of each meeting will be
prepared by EPA. Meeting minutes,
testing proposals, background
documents and other materfals
exchanged at or prepared for negotiating
meetings will be included in the public
file established by EPA on each lTC-
recommended chemical. Materials in
this file will be made available for
inspection in the OPTS Reading Room
during EPA working hours.

(5) While negotiations are underway,
EPA will promptly circulate meeting
minutes, testing proposals,
correspondence and other relevant
materials to interested parties who
expressed a desire to participate in or
monitor negotiations pursuant to
paragraph (b)[2] of this section.

(6) As negotiations progress, EPA will
make a tentative decision either to
proceed with formulation of a consent
agreement or to initiate rulemaking. EPA
will terminate negotiations after 10
weeks and proceed with rtrlemaking
unless negotiations are likely to result in
a draft consent agreement within 4
additional weeks. By the end of this 4-
week period, EPA either will have
prepared a draft consent agreement
reflecting the apparent consensus of the
parties or will terminate negotiations
and proceed with rulemaking. If EPA
decides to proceed with rulemaking, no
further opportunity for negotiations will
be provided. EPA will promptly send
writ!en notice to all ir,terested parties of
[he term,ination of negotiations.

[7) Where EPA prepares a draft
consent agreement, it will be circulated
for comment to all interested parties
who expressed a desire to participate in
or monitor negotiations under paragraph
(b](2) of this section. A period of 4
weeks will be provided for submitting

comments or written objections under ‘:’
$ 790.24(a).

(8) If necessary, EPA will hold a i
public meeting to discuss comments on “’
the draft consent agreement and to c
determine whether revisions in the “I
agreement are appropriate.

(9) Where a consensus exists i
concerning the contents of a draft
consent agreement, it will be circulated”.
to EPA management and interested
parties for final approval and signature, ”

[10] Upon final approval of a consent
agreement, EPA will public a Federal
Register notice that summarizes the
agreement, describes the ITC
recommendations for the test substanc~
outlines the chemical’s use and
exposure characteristics, and explains .
the background, objectives and rationale
of the testing to be conducted, and
codifies in subpart C of Part 799 the
name of the substance(s) to be tested .
and the citation to the Federal Register
notice of the agreement.

~ 790.24 Criteria for determining whether
a consensus exists concerning the
provisions of a draft consent agreement. -

(a) EPA will enter into consent
agreements only where there is a
consensus among the Agency, one or
more manufacturers and/or processors
who agree to conduct or sponsor the s
testing, and all other interested parties
who identify themselves in accordance
with $ 7W.22(b)(2). EPA will not enter
into a consent agreement in either of the
foi}owing circumstances ..

(1] EPA and affected manufacture
andlor processors cannot reach a
consensus on the testing requirements or
other provisions to be included in the
consent agreement.

(2) A drsft consent agreement is
considered inadequate by other ~~‘
interested parties who, pursuant to
!$790.22(b)(2), have asked to participate”
in or mon;tor negotiations: and these
parties have submitted timely written
objections to the draft consent
agreement which provide a specific
explanation of the grounds on which the
draft agreement is objectionable.

(b) EPA may reject objections
described in paragraph (a)(2) of this
section only where the Agency
concludes the objections are eithen

(I) Pjot made in good faith.
f2] Untimely.
(~) Do not involve the adequacy of the

proposed testing program or other ~~~
features of the agreement that may :j%

.4
affect EPA’s ability to fulfill the goals .
and purposes of the Act.

(4) Not accompanied by a specific ‘~
explanation of the grounds on which thq~,
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draft agreement is considered
objectionable.

(c) The unwillingness of some
manufacturers and/or processors of a
prospective test chemical to sigri the
draft consent agreemerit does riot, in
itself, establish a lack of consensus if
EPA concludes that those manufacturers
andlor processors who are prepared to
sign the agreement are capable of
accomplishing the testing to be required
and that the draft agreement will
achieve the purposes of the Act in all
other respects.

$796.26 Initiation and completion of
rulemaXin9PrOCeedin98on lTC+esignated
chemicals.

(~) Where EPA concludes that e
consensus does not exist concerning the
provisions of a draft consent agreement
and that the findings specified by
section 4(a) can be made, the Agency
will proceed with rulemaking under
section 4(a) of TSCA.

(b) When EPA decides to proceed
with rulemaking under paragraph (a) of
this section, the Agency intends to
publish a rulemaking proposal and a
final rule or a notice terminating the
rulemaking proceeding in accordance
with the schedule specified in Appendix
A to this Part.

(c] Where the testing
recommendations of the ITC raise
unusually complex and novel issues that
require additional Agency review and
opportunity for public comment, the
Agency may publish an Advance Notice
of ~oposed Rulemaking (ANPR). The
schedule that EPA intends to follow for
rrdemaking proceedings initiated by
publication of an ANPR is presented in
Appendix A to this Part.

! 766.26 Procedures for developing
Consentagreements andfor teat rules for
Chamicsis that have not been designated or
&ommended with intent to designate by
ttre ITC.

(a) Where EPA believes that testing is
needed, it may also develop consent
agreements and/or test rules on
chemical substances or mixtures that
eithe~
. [1) Have been recommended but not
“recommended with intent to designate”
by the ITC.

“[2)Have-been selected for testing
consideration by EPA on its own
fOitiative.

(b) When EPA wishes to initiate
negotiations concerning chemicals
described in paragraph (a) of this
Section, it wili publish a Federal Register
notice describing its tentative evaluation
oftestingneeds,announcing a date for a
Public course-setting meeting, and

“ ~viting persons interested in
Participating in or monitoring

negotiations to contact the Agency in
writing. Any negotiations that EPA
conducts will conform to the procedures
specified in $ ?w.22(b) and, to the
extent feasible, will follow the schedules
presenk?d iu Appendix A to this Part,

(c) EPA will enter into consent
agreements on chemicals described in
paragraph (a) of this section only if there
is a consensus among EPA, affected
manufacturers and/or processors, and
any other persons who have asked to ~
participate in or monitor negotiations< In
determining whether such a consensus
exists, EPA will employ the criteria
specified in $790.24. In the absence of
consensus, EPA will initiate rulemaking
if ;t concludes that the findings specified
in section 4(a) of the Act can be made.
The schedule for initiating and
completing such rulemaking proceedings
will, to the extent feasible, follow the
schedule specified in Appendix A to this
Part.
● **** ●

e. By adding Subpart D, to read as
follows:

Subpart D-impiementstion, Enforcement
and Modification of Consent Agreements

sec.
790.60 Contents of consent agreements.
790.62 Submission of study plans and

conduct of testing.
790.65 Failure to comply with a consent

agreement.
790.66 Modification of consent agreements.

Subpart D-implementation,
Enforcement and Modification of
Consent Agreements

$790.60 Contents of consent agreements.
(a) Standardpnwisions. All consent

agreements will contain the following
provisions:

(1) Identification of the chemical(s) to
be tested.

(2) The health effects, environmental
effects and/or other characteristics for
which testing will be required.

(3) The names and addresses of each
manufacturer and/or processor who will
sign the agreement.

(4) The name and address of the
manufacturer, processor or other entity
who has agreed to act as the principal
test sponsor.

(5) The technical or commercial grade,
level of purity or other characteristics of
the test substances[s) or mixture(s).

(6) Standards for the development of
test data.

(i’) A requirement that testing will be
conducted in accordance with the EPA
Good Laboratory Practice (GLP)
regulations (40 CFR Part 792).

(8) Schedules with reasonable
timetables and deadlines for initiating

testing and submitting interim progress
and/or final reports to EPA,

(9) A requirement that the principal
sponsor wili submit a study plar, to EPA
ic acccrrknce with $790.52.

(10) A statement that the results of
testing conducted pursuant to the
consent agreement will be announced to
the public in accordance with the
procedures specified in section A(d) of
the Act and that the disclosure of data
generated by such testing will be
governed by section 14(b) of the Act.
; (11) A requirement that the

manufacturers andlor processors
signing the consent agreement will
comply with the notification
requirements of section 12(b)(l] of the
Act and Part 707 of this Chapter if they
export or intend to export the substance
or mixture for which the submission of
data is required under the agreement
and a statement that any other person
who exports or intends to export such
substance or mixture is subject to the
above cited export notification
requirements.

(12) A requirement that, in the event
EPA promulgates a significant new use
rule applicable to the test chemical
under section 5[a)(2), the consent
agreement will have the status of a test
rule for purposes of section 5(b)(l)(A)
and manufacturers and/or processors
signing the agreement will comply with
the data submission requirements
imposed by that provision.

(13) A statement that each
manufacturer and/or processor signing
the agreement agrees that violation of
its requirements will constitute a
“prohibited act” under section 15(1) of
the Act and will trigger all provisions of
TSCA applicable to a violation of
section 15.

(14) A statement that, in the event one
or more provisions of the agreement are
determined to be unenforceable by a
court, the remainder of the agreement
would not be presumed to be valid and
EPA will then either initiate a
rulemaking proceeding or publish in the
Federal Ragister the Administrator’s
reason for not initiating such a
proceeding.

(15] A statement that the Agency may
conduct laboratory inspections an,d/or
study audits of the testing being
conducted pursuant to the consent
agreement in accordance with the
authority and procedures contained in
section 11 of the Act.

(16) A statement that EPA acceptance
of a consent agreement constitutes
“final agency action” for purposes of5
U.s.c. 704.



I

[17] Anyother requirements that the
parties agree are necessary to achieve
the purposes of the Act.

[b) Contents of stondotis for the
development of data. The standards for
the development of the data included in
consent agreements will be based on the
TSCA test guidelines in 40 CFR Parts
796, 797, and 798, the Organization for
Economic Cooperation and
Development (OECD] test guidelines,
the EPA pesticide assessment guidelines
published by The National Technical
Information Service (NTfS), or other
suitable test methodologies. During the
negotiation of consent agreements, EPA
will initially propose suitable test
guidelines as the required test
standards; manufactuiem and
processors or other interested parties
may then suggest alternative
methodologies or modifications to the
Agency’s proposed guidelines. These
alternative methodologies or
modifications will be adopted only
where, in the judgment of EPA, they will
develop at least equally reliable and
adequate data on the chemical
substance or mixture subject to the
agreement.

(c) Statement of mtionole for consent
agreement. EPA wilI prepare a written
explanation of the basis for each
consent agreement. This document will
summarize the agreement, describe any
ITC testing recommendations for the
chemical ‘involved, outline the
chemical’s use and exposure
characteristics, and explain the
objectives of the testing to be conducted
and the rationale for the specific studies
selected. This document will be
published in the Federal Register and,
for ITC-designated chemicals, will
constitute the statement of EPAs
reasons for not initiating rulemaking
required by section 4(e)(l)(B) of the Act.

~ 790.62 Submission of study plana and
conduct of testing.

(a) Timing of submission. The
principal sponsor of testing conducted
pursuant to a consent agreement shall
submit a study plan no later than 45
days prior to the initiation of testing.
The Agency may grant requests for
additional time to submit study plans on
a case-by-case basis. Requests for
additional time for study plan
development must be made in writing to
the Director, Office of Compliance
Monitoring (EN-342), Office of
Pesticides and Toxic Substances, EPA,
W)I M Streei, SW-.. Washington. DC
20460. Each extension request must
demonstrate why the extension should
be granted. EPA will notify the
submitter by certified mail of the
Agency’s decision to grant or deny any

extension request. Extensions of time for
submission of study plans granted by
EPA will not relieve manufacturers and/
or processors of the obligation to meet
the consent agreement’s schedule for
initiating testing and submitting interim
and/or final reports.

(b) Content of study phms. All study
plans are required to contain the
following information

(I) Identity of the consent agreement
under which testing will be performed.

(z) The specific test requirements to
be covered by the study plan.

(3) The name and address of the
principal test sponsor.

(4) The names, addresses, and
telephone numbers of the responsible
administrative officials] and project
m.anager[s] in the principal sponsor’s
organization.

(5) The names, addresses, and
telephone numbers of the technical
contacts at each manufacturer and/or
processor subject to the agreement.

(6) The names and addresses of the
testing facilities responsible for the
testing and the names, addresses, and
telephone numbers of the administrative
officials[s] and project manager[s]
assigned to oversee the testing program
at these facilities.

(7) Brief summaries of the training and
experience of each professional
involved in the study, including study
director, veterinarian[s], toxicologists],
pathologists], chemists],
microbiologists], and laboratory
assistants.

(8) Identity and supporting data on the
chemical substances] being tested,
including physical constants, spectral
data, chemical analysis, and stability
under test and storage conditions, as
appropriate,

(g) Study protocol, including rationale
for species/strain/sex selectiorx dose
selection (and supporting data); route[s]
or method~s] and forrn[s] and duration
of exposur~ description of diet to be
used and its source, including nutrients
and contaminants and their
concentrations; description of the
contrckx for in vitro test systems, a
description of culture medium and its
source; and a summary of expected
spontaneous chronic diseases (including
tumors), genealogy, and life span.

[10) A schedule, with reasonable
timeables and deadlines, for initiation
and completion of each short-term test
and of eacli major phases 01 long-term
tests, tind sllbmission of interim progress
and/or final reports to EPA.

[c) Review and modification. [I) Upon
receipt of a study plan, EPA will review
it to determine whether it complies with
paragraph (b) of this section and the
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consent agreement. If EPA determines ~
that the study plan does not comply
with paragraph [b) of this section, EPA’ J
will notify the submitter that the
submission is incomplete and will ‘“:;
identify the deficiencies and the steps ,~
necessary to complete the submission. ;

(z) The submitter will have 15 days .
after the day it receives a notice under .,
paragraph (c)[l) of this section to submit.
appropriate information to make the
study plan complete.

[3) If the submitter fails to provide ‘
appropriate information to complete a
study plan within 15 days after having
received a notice under paragraph (cXI)
of this section, the submitter will be
considered to be in violation of the
consent agreement and subject to
enforcement proceedings pursuant to
~ 790.65 (c) and (d).

[d) Functions of the principal test
sponsor. When testing is being
conducted pursuant to a consent
agreement, the principal test sponsor
will be responsible for submitting
interim progress and final reports to
EPA, informing the Agency of any
proposed changes in standards for the
development of data, study plans or
testing schedules, and communicating
with the AQencv about laboratory
inspection; an~ other matters af~ecting
the progress of testing.

~ 790.65 Faifureto comply with a conaaal
agreement.

(a) Manufacturers and/or processom
who have signed a consent agreement
and who fail to comply with the test
requirements, test standards, GLP
regulations, schedules, or other
provisions contained in the consent
agreement, or in modifications to the
agreement adopted pursuant to $ 790.6&
will be in violation of the consent
agreement.

(b) The Agency considers failure to
comply with any aspect of a consent
agreement to be a “prohibited act”
under section 15 of TSCA, subject tos~
of the provismns of the Act applicable to
violations of section 15. Section 15(1)of
TSCA makes it unlawful for any pemon
to fail or refuse to comply with any mle
or order issued under section 4. Consent
agreements adopted pursuant to this
part are “orders issued under section 4“
for purposes of section 15(1) of TSCA

[c) Manufacturers and/or processo~
who violate consent agreements are
wbicct to criminal and/m civil iiabilitY.
Unf!w the penalty provisions of s~~t;on i
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hmd to the imposition of criminal
penalties of up to $25,000 for each day of
violation and imprisonment for up to
one year. In addition, EPA could invoke
the remedies available under section 17
of TSCA, including seeking an
,Pjunction to ccmpel adhereare to the
requwemcnts Of the ccmseni ayeement.

(d) Noncomphance with a consent
agreement will constitute conduct “in
violation of this Act” under section
20(a)(l) of TSCA. Thus, failure to
comply with the requirements of a
consent agreement could result in a
citizens’ civil action under section
20(a](l) of TSCA, . .

~790.68 Modification of consent
agreements.

(a) Changes in the scope oftestirrg. [1)
Manufacturers or processors subject to a
consent agreement, other persons or
EPA may seek modifications in the
scope of testing performed under the
consent agreemenL If, upon receiving a
request for modification, EPA
determines that new issues have been
raised that warrant reconsideration of
the scope of testing, or if EPA
determines on its own that such
reconsideration is appropriate, EPA will
publish a Federal Register notice
describing the proposed modification
and soliciting public comment. If, based
on the comments received, EPA
concludes that differences of opinion
may exist about the proposed
modification, EPA will establish a
schedule for conducting negotiations
and invite parties who wish to
participate in or monitor these
negotiations to contact the Agency in
writing. Any negotiations that EPA
conducts will conform to the procedures
specified in $ 79r3.22(b).

(2)The scope of testing required by a
consent agreement will be modified only
Wherethere is a consensus concerning
the modified testing requirements among
EPA,affected manufacturers and{or
Processors, and other persons who have
asked to participate in or monitor

negotiations under paragraph (a)(l) of
this section. In determining whether a
consensus exists, EPA wilremploy the
criteria specified in ~ 790.24, In the
absence of consensus, EPA may initiate
rulemaking under section 4(s) of the Act
if it ccmciudes that any testing beyond
that required by the consent agreement
is necessary and that the other statutory
findings required by section 4[a) can be
made. While such rulemaking
proceedings are underway, the consent
agreement will remain in effect unless
EPA finds that the testing required by
the agreement is or may be unnecessary
in view of the testing requirements
included in EPA’s proposed rule.

(b) Changes jn test stcrr?dards or
“schedules. (1] Any test sponsor who
wishes to modify the test standards or
schedules for any test required under a
consent agreement must submit an
application in accordance with this
subsection, Applications for
modification must be made in writing to
the Director, Office of Compliance
Monitoring (EN-342), office of
Pesticides and Toxic Substances, EPA,
401 M Street, SW., Washington, DC
20460, or by phone, with written
confirmation to follow within 10
working days. Applications must include
an appropriate explanation of why the
modification is necessary.

(2) EPA will seek public comment on
all substantive changes in test standards
and schedules. EPA will issue a notice
in the Federal Register requesting
comments on requested modifications,
However, EPA will act on the requested
modification without seeking public
comment if eithec

(i) EPA believes that an immediate
modification to a test standard or
schedule is necessary to preserve the
accuracy or validity of an ongoing study.

(ii) EPA determines that a
modification clearly does not pose any
substantive issues.

(3) EPA will notify the sponsor of
EPA’s approval or disapproval. When
EPA approves a modification, the

parties will enter into a modified
consent agreement. EPA will publish a
notice in the FederaI Register
announcing that the test standard or
schedule has been modified, describing
the nature of the moc!ificaticm.

i. By revising the heading of Subpart
E, to read as follows:

Subpart E-Exemptions From Test
Rules

g. By adding Appendix A to Subpart E,
to read as follows:

Appendix A to Subpart E-Schedule for
Developing Consent Agreements and
Test Rules

EPA intends to follow the schedule set
forth in this Appendix to ev.duate testing
candidates, conduct negotiations, develop
consent agreements where appropriate, and
propose and promulate test rules in those
instances where testing can be required
under section 4[a] of TSCA but agreement
cannot be reached in timely manner on a
consent agreement. Where deadlines are
imposed by the statute, they are binding on
EPA and will be observed by the Agency.
The remaining dates represent targets that
EPA intends to meet.

This schedule is based on what EPA
currently believes are reasonable target
dates. As EPA gains experience with the
process and determines the feasibility of
these schedules, it may adjust tbe schedule
accordingly. EPA will solicit public comment
before implementing any changes in the
schedule.
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PART 799+ AMENDED1 ,,.
E

,.
,$:.

Z. Part .799 is amended as follows:

,.,.,

a.,The authority citation for Part 799 “.$
,,

,- ~

continues to read as follows
:.*

Authority: 15 U.S.C.2603;2611.2625. @
.. “

b: By adding S 799.19 to Subpart A, to ;$I
read as follows ~;?

5799.19 Chemtil Imports and exports.

Persons who export or who intend to

.:’ I

export substances listed in Subpart B or
Subpart C of this part are subject to the
requirements of Part 707 of this title.

c. By adding and reserving Subpart C

“,$,.!

as follows y,

, Subpart C-Consent Testing

us
&,

Agreements [Resewed
.,

L“1n

, June ,3o, 1986. /..Ru~s a.n~ Regulations
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